
Carilion Clinic Institutional Review Board

Protocol Violation Report Form

A.  INFORMATION

Complete Title of Study:      
Principal Investigator:      
Phone:        E-mail:      
Inter-office address:      
Person Completing Form:      
Date Form Completed:      
 

Date of Protocol Violation:      
Number of Local Subjects Enrolled       
Study Open or Closed to Enrollment:      
B.  TYPE OF PROTOCOL VIOLATION 
 FORMCHECKBOX 
 Major Protocol Violation: 
· Represents a serious or continuing failure on the part of the study team to comply with the protocol, standard operating procedures, GCP’s, federal (including HIPAA), state or local regulations

· Impacts subject safety, substantially alter risks, or results in harm (clinical, emotional, social, financial, etc)

· Significantly damages the completeness, accuracy and reliability of the data collected for the study

· NOTE -  Major protocol violations must be reported to the IRB within 10 days of discovery

 FORMCHECKBOX 
 Minor Protocol Violations: 

· A violation of the protocol that does not affect subject safety, does not compromise the integrity of study data and/or does not affect subject’s willingness to participate in the study.

· NOTE - The following minor violations must be reported to the IRB within 10 days of discovery: 

· all consenting issues 

· dosing errors 

· inclusion /exclusion criteria not followed

         - Sponsors may require that certain minor violations be reported to the IRB within a certain       

           time frame.

         - Reporting of other minor violations to IRB is not required until continue review, however, 
           the study team may feel more comfortable reporting all violations at the time of 
           discovery.
C.   DESCRIPTION OF VIOLATION

1. Indicate the nature of the violation - check all that apply:    
 FORMCHECKBOX 
 Failure to obtain research consent (No consent documentation present for subject.) 

 FORMCHECKBOX 
 Enrollment of subject who did not meet all inclusion/exclusion criteria (no enrolment exception)
 FORMCHECKBOX 
 Screening or on-study procedure/lab work required to ensure safety not done 

 FORMCHECKBOX 
 Screening or on-study procedure/lab work required to ensure safety done outside the protocol required time window 
 FORMCHECKBOX 
 Study procedure NOT previously approved by the IRB was performed:

 FORMCHECKBOX 
 Incorrect research treatment or intervention given to subject 

 FORMCHECKBOX 
 Standard Operating Procedures, Principles of Good Clinical Practice, local, state or federal regulations not met

Other:      
2. Describe the violation fully:  How did the violation happen? What occurred?      
3. Explain the reason the violation occurred.  Why did this violation occur?  What circumstances led to this event?      
4. What was done in response to the violation occurring? What corrective/preventative actions have been taken by the study team?

 FORMCHECKBOX 
 Protocol /consent modification

 FORMCHECKBOX 
 Subjects will re-consent 

 FORMCHECKBOX 
 Additional Training (Describe) :      
 FORMCHECKBOX 
 Policy Changes (Describe) :      
 FORMCHECKBOX 
 Other (Describe) :         

5. Will the subject continue with the research?     FORMCHECKBOX 
 YES           FORMCHECKBOX 
  NO

6. Does this Protocol Violation meet the criteria for an Unanticipated Problem?    FORMCHECKBOX 
YES     FORMCHECKBOX 
 NO
An unanticipated problem is any event, experience, issue, instance, problem, or outcome that meets all 3 of the following criteria:  
 FORMCHECKBOX 
 Unexpected in terms of nature, severity or frequency given the research procedures that are described in the protocol /related documents AND the characteristics of the subject population being studied, and
 FORMCHECKBOX 
 Related or possibly related to participation in the research.  This means that there is a reasonable possibility that the incident, experience or outcome may have been caused by the procedures involved in the research study, and
 FORMCHECKBOX 
 The event, experience, issue, instance, problem or outcome suggests that the research places the subject or others at greater risk of harm that was previously known or recognized OR results in the subject or others actually incurring harm.
If YES, please note that the IRB is required by 45 CFR 46.103(a) to report the problem to OHRP, FDA (if applicable),  institutional officials, and funding institutions (if DHHS) 

7. Is a study protocol or informed consent modification needed?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No
       If YES, please attach the modified documents.
Principal Investigator Signature ______________________________________

Date____________________________________________________________

D.  IRB USE ONLY

Does this protocol still satisfy the requirements for IRB approval  under HHS regulations at 45CFR 46.111?            FORMCHECKBOX 
  Yes               FORMCHECKBOX 
  No

(1) Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.

 (3) Selection of subjects is equitable. 

(4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 45CFR46.116.

(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by 45CRF 46.117.

(6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
Actions Taken by the IRB:

 FORMCHECKBOX 
 No additional action required

 FORMCHECKBOX 
 Study team must report this event to the sponsor.

 FORMCHECKBOX 
 Modification to the protocol/consent are required (specify):

 FORMCHECKBOX 
 Request additional study team training (specify):

 FORMCHECKBOX 
 Increase the frequency of continuing review:
 FORMCHECKBOX 
 Other IRB actions:  (specify):
IRB Determinations:
 FORMCHECKBOX 
 Protocol violation does NOT meet the criteria of serious or continuing non-compliance

 FORMCHECKBOX 
 Protocol violation does meet the criteria of serious or continuing non-compliance

 FORMCHECKBOX 
 Protocol violation is NOT considered an Unanticipated Problem.

 FORMCHECKBOX 
 Protocol violation is considered an Unanticipated Problem. 

Note: See SOG 6.1 for additional guidance on Protocol Violations; See SOG 6.4 for additional guidance on non-compliance;  See SOG 2.9 for additional guidance on Unanticipated Problems.
  FORMCHECKBOX 

The IRB reported this event to OHRP, FDA (if applicable), institutional officials, and funding sources (if DHHS) if the event meets the criteria of an unanticipated problem, serious or continuing non-compliance or if the IRB suspends or terminates the study. 
Signature of IRB Chair or Designee:______________________________________________  
Date:______________________________________________
Protocol Violation Form
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